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DETAILED ACTION 
Election/Restriction 

1 . Restriction to one of the following inventions is required under 35 U.S.C. 121 : 

L Claims 1-15, drawn to a chimeric fusion protein comprising insulin B chain and at 
least one GAD 65 peptide, classified in class 530, subclass 350, for example. 

II. Claims 16-17, drawn to a method of treating a patient, classified in class 5 14, 
subclass 2, for example. 

III. Claim 18, drawn to a mutant GAD protein, classified in class 530, subclass 350, 
for example. 

2. The inventions are distinct, each from the other because of the following reasons: 
Inventions I and II are related as product and process of use. The inventions can be shown to be 
distinct if either or both of the following can be shown: (1) the process for using the product as 
claimed can be practiced with another materially different product or (2) the product as claimed 
can be used in a materially different process of using that product (MPEP § 806.05(h)). In the 
instant case the protein of Group I could be used for generation of antibodies, rather than in the 
method of treatment of Group II as well as the fact that the method of Group II could be 
practiced with a materially different product (such as insulin). 

3. Inventions II and III are unrelated. Inventions are unrelated if it can be shown that they 
are not disclosed as capable of use together and they have different modes of operation, different 
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functions, or different effects (MPEP § 806.04, MPEP § 808.01). In the instant case the different 
inventions are not related because the compound of Group III is not required for the method of 
Group II and the method of Group II cannot be practiced with the compound of Group III. 

4. Inventions I and III are unrelated. Inventions are unrelated if it can be shown that they are 
not disclosed as capable of use together and they have different modes of operation, different 
functions, or different effects (MPEP § 806.04, MPEP § 808.01). In the instant case the different 
inventions are directed to distinct compounds which are not disclosed as capable of use together, 
have different modes of operation, different functions, and/or different effects. 

5. Because these inventions are distinct for the reasons given above and have acquired a 
separate status in the art as shown by their different classification and the necessity for non- 
coextensive literature searches, restriction for examination purposes as indicated is proper. 

Species Election 

6. This application contains claims directed to the following patentably distinct species of the 
claimed invention: various embodiments of chimeric fusion proteins comprising insulin B chain 
and at least one GAD 65 peptide. For example, claims 2-5 and 9-15 recite a number of distinct 
embodiments of GAD 65 peptide, including but not limited to peptides 1 15-127, 247-286, 473- 
519, residues 139-173 of SEQ IDNO:2, residues 2-154 of SEQ IDNO:l, residues 2-174 of SEQ 
ID NO:2, residues 2-138 of SEQ ID NO:3, residues 2-175 of SEQ ID NO:4, residues 2-226 of 
SEQ ID NO:5, residues 2-387 of SEQ ID NO:6, residues 2-438 of SEQ ID NO:7. 
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Applicant is required under 35 U.S.C. 121 to elect a single disclosed species for 
prosecution on the merits ,„ which the claims shall be restricted if „o generic claim is finally held 
to be allowable; i.e. a single molecular embodiment for the chimeric fusion protein. 
Currently, claims 1, 6-8, and 16-17 are generic. 

Applicant is advised that a reply .„ this requirement must include an identification 
of the species that is elected consonant with this requirement, and a listing of all claims 
readable thereon, including any claim, subsequent* added. An argument tot a claim is 
allowable or ma, all claims are generic is considered nonresponsive unless accompanied by an 
election. 

Upon the allowance of a generic claim, applicant will be entitled to considetation of claims 
to additional species which are written in dependent form or otherwise include al, the limitations 
of an allowed generic claim as provided by 37 CFR , . ,41 . If claims are added after the election, 
applicant must indicate which are readable upon the elected species. MPEP § 809.02(a). 

Should applicant traverse on the ground that the species arc not patentably distinct, 
applicant should submit evidence or identify such evidence now of record showing the species to 
be obvious variants or clearly admit on the record tha, this is the case. In either instance, if the 
examiner finds one of the inventions unpatentable over the prior art, the evidence or admission 
may be used in a rejection under 35 U.S.C. 103(a) of the other invention. 
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Applicant is advised that the reply to this requirement to be complete must include an 
election of the invention to be examined even though the requirement be traversed (37 
CFR 1.143). 

7. Applicant is reminded that upon the cancellation of claims to a non-elected invention, the 
inventorship must be amended in compliance with 37 CFR 1 .48(b) if one or more of the currently 
named inventors is no longer an inventor of at least one claim remaining in the application. Any 
amendment of inventorship must be accompanied by a petition under 37 CFR 1.48(b) and by the 
fee required under 37 CFR 1.17(1). 

tl^T7 f C °ru emin8 ! h L S communication or earlier communications from the examiner should 
be directed to Chnstme J. Saoud, Ph.D., whose telephone number is (703) 305-7519 The 
examiner can normally be reached on Monday to Friday from 7AM to 3PM. If attempts to reach 

^^Z^^ m UnSUCCeSSfU1 ' ^ eXaminer ' S SUpCrViSOr ' °^ Kunz ' ™ * ■ re" hed 

Certain papers related to this application may be submitted to Technology Center 1600 by 
facsimile transmission. Papers should be faxed to Technology Center 1600 via the PTO Fax 
Center located in Crystal Mall 1 (CM1). The faxing of suchpapers mus Worm ^wTthe'otices 
£ \tfj th ,%°5 ldal GaZ6tte ' 1 156 ° G 61 (November 16, 1993) and 1 157 C^T(Decembe 
s^'n H } (Se l 37 uu R - §L6(d)) - N ° TE: If AppHcant does submit a P^er by fax, me or ^ 

oJ etamed by AppHcant ° r Applicant ' s representative NO DUPLICATE 
COPIES SHOULD BE SUBMITTED so as to avoid the processing of duplicate papers 

^el!nTr led ^ ^ Sh ° Uld bC dirCCted t0 (703) 308 - 4556 " nu ^er is out of service 
please call the Group receptionist for an alternate number. Faxed draft or informal 

^,5^ Sh ° uld be directed t0 (™) 308-0294. Official papers should 

^ciedtrerf 11 ^ 1 ° r 'I 1 * 108 10 ^ StatUS ° f tWs appHcation or P^eding should be 
directed to the Group receptionist whose telephone number is (703) 308-0196. 
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